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IIucwto Ao 3.qpaBcrBenure pa6oruuqu co norceryBarre 3a orpaHrrqyBarbe na ynorpe6ara
Ha QtyoporunoJroHcKlr antu6uoruqu [opaArr Ao.nnorpajnn, oueBo3MoxyBaqnrr u
norenqujaJrHo npeBepru6u.nuu HecaraHrr gejcrna

Ilouutynaur4 3ApaBcrBeHu pa6orur,rqu,

Hocnrelure ua o4o6peuuja 3a craBarbe Bo flpoMer na ([nyopoKr,rHoJroHcKn a*rcuiuornqr,r Bo

copa6otra co Enponcrara areHr.[u1a za JrexoBr,r (EMA) u Arenqrzjara 3a JreKoBr.r r.r MeA]rrIr{HcKr,r

cpeAcrBa na P.Ceaepua MareAonuja (MAJIMED ne unSoplaupaar 3a crreAHoro:

Pegnnre

o floAaroqrlTe o,q HeoAaMHerrrHara cry.quja cnponeAeHa og Enponcnara arenqnja sa
JIeKoBII (EMA), cyrepupaar AeKa QryoporcnHoJroHrrre cC yure ce nporrtuyBaar
HaABop o,q npeflopaqauara ynorpe6a.

o @.nyoporrrHoJroHuTe sa crrcreMcKa il HHxJraqrrcKa yuorpe6a HE rpe6a Aa ce
IIpoIII|uryBaaT:
o rcaj [aqI{eHTIr KoIr rperxoAHo HMaJre ceprro3urr Hecananrr gejcrna rpll yflorpe6a ua

xrrHoJroHcKu ultu Q.rryoporcuHoJroHcKlr anru6uoruqnl
o 3a JrecHrI HJrH caMoorpaHurryBaqnu unQerquu (rcarco ruTo ce Qapuururuc,

ToH3rrJrr,rrrrc rr aKyreH 6poHxuruc);
o ga 6larrl Ao yMepeHo relrrnlr unQercquu (nxryuynajrtn nercoprnJrnq[paH rlrrcrrrruc,

anyrHa eraaqep6aqnja Ha xpoH[qeH 6ponxuruc u xpoHrrrHa o[crpynTrrBua
6e.no4po6na 6o.rrecr (XOBE), aryreu 6anrepucrn pr.rHocrruy3nTrrc u anyrno
BocnaJreH[e Ha cpeAno yno), ocBeH aKo Apyru anru6uoruqrr Korr Boo6uqaeHo ce
[penopaqyBaar 3a onue uuQeKrluu ce cMera AeKa ce HecooABerHu;

o sa He6axrepucKrr unQenqun, Ha rrprrMep ne6anrepucru (xponu.ren) flpocrar[Trrc;
o 3a npeBeuquja Ha rrarHrrqrca qujapea untu rroBTopyBaunu nuQercrlutl Ha AoJrnrror

ypuHapeH TpaKT.
o Ynorpe6ara na S.nyopoxuHoJroHn 3a clrcreMcxa rr rrHxaJra a e [oBp3aHa
co nojana Ha MHory perKn, ceprro3Hn, onecnoco6yBaqrcH,
upenepsubrrJrHrr HecaKaHu gejctna. Onue JrenoBrr rpe6a

qnjarno
caMo 3a

ogo6peHure r{HAuKarluu lr rrocJre BHHMareJrHa rrporleHKa
ynorpe6ata rcaj cercoj naqrreHT noeAuuerrHo.

,{ono.nHure.rHu uuQopMaqu rr

Enponcrara Arenqnja sa JreKoBH (EMA) nage jacuu npenopanr.r HrnqyBarLe Ha

ynotpe6ata na SnyopoKI,IHoJIoHr4 ga cr,rcreMcKa u rruxaJraqucKa yuorpe6a, nocJre [porleHKara Ha

pI,I3LIK oA cepuo3HllTe, AoJlrorpajuu (4o Hexolxy Mecerlr4 r,rJrr{ roAuHu), ouecnoco6ynaurcn u
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noreHIIujaJIHo LlpeBep3r.r6unHr,r HecaKaHr,r 4ejcrna Kou uajuecro rH sa$aftaar MycKynHo-

KocI(eHHor H HepBHI,Ior cl4creM, c[poBeAeHa so 2018 roAr,rHa Ha r{r4Bo na EY. Kaxo nocleAr,rqa

oA HaBeAeHara flpoueHra Bo 2019 roAr.rHa 3Harrr,rTerHo e orpaHrlqeHa ynorpe6am Ha

SryoporcuuoJroHr,r.

Onue cepno3Hu Hecarauu gejctBa Moxe Aa BKJryqyBaar TeHAr,rHHTr{c, pynrypa Ha rerr4Ba,

aptpanrnja, 6oma Bo eKcrpeMr.rrerure, HapylryBalra Ha o.(or, HeBporarr,rr4 noBp3aHr{ co

napectesuja, .qenpecuja, 3aMop, Hapy[ryBame Ha ueuopujara, xaJlyrrr,rHat\ytvr, [cr4xo3a,

HapyrnyBalLa Ha cfluemero u ceH3opHr,r HapyuyBama (Hapyruyaarsa Ha cJryxor, Br,rAor, Brycor, 14

rvrNpncor).

Cnpone4eua e cry,uuja HapaqaHa oa EMA "Impact of European Union Label Changes for
Fluoroquinolone Containing Medicinal Products for Systemic and Inhalation IJse"
(EUPAS3785O, fiasuparua Ha anatwsa Ha cranKr,rre Ha nponrlrrryBame na (pnyopoKraHoJroHz Bo

rrecr eBpolcxu 6asu Ha [oAarorllr sa 34paBcrBeHa 3arrrrura (o4 Bearr,rja, Opanquja, fepuauuja,
Xoranguja, IllnaHraja u OdeAnHero Kpanctno).

Cty4rajam yraryBa Ha roa 4era ([nyopoKr,rHoJroHlrte cd yrrre ce rponurryBaar HaABop oA

HHBHr,rre o4o6penz un4urtalgmu. Cenar, nopaAr,r HeKou orpaHuqyBatsara na crygujara, He Moxe

Aa ce AoHecaT KoHeqHLI 3aKlyr{orlr4.

. 3ApaBcrBeHr{Te pa6ornnqfi ce [orceryBaar Aa r]r coBeryBaar flarlileHTr,rre:

o 3a pr.r3r{Kor o4 nojana Ha ceppro3Hr.r HecaKaHr,r 4ejcrna;

o 3a MoxHr4 4orrotpajru,r H ceprro3Hr,r flocJreAr,rq[ oA oBr.re HecaKauu 4ejcrea;

o BeAHaI[ 4a no6apaat JIeKapcKa [oMorrr npu nojana Ha npB]rre cr,rM[ToMr,r Ha oBr4e

ceppro3Ht4 HecaraHr,r gejcma, rpeA Aa npoAoJrxar co JreKyBarLero.

. Ifoce6Ha npetra3JllrBocr e uotpe6ua raj naquenrr,r Kor,r LrcroBpeMeHo ce JreryBaar co

KopruKocrepor4nr4, raj nocrapu naqr,reHTr4, raj naquernu co napyuena 6y6pexna &ynruuja n
raj naqueuru Kor,r ce rroAJroxeHr,r Ha rpaucnranrauuja Ha unpcru oprauu co orJreA Ha roa.qeKa
HaBe.qeHr,rTe naqrreHTr,r uMaaT 3roJreMeH pr,r3r,rK oA TeHAr,rHLrTyrc t4 py[Typa Ha TeTr4Ba

Bo P. Cerepua Mare4onuja ce perucrpvpaHr,r cJreAHr,rre reHepr.rKr,r na $lyopoxr{HoJroHr,r:
quupo(proxcar\kr*, renoQrorcatfu*) uorcuQrorcca;r\ptH, uop(paorcarJvrnvr kr ueSlorcaqvrr Ha

nosefte HooI{TeJILI ua o4o6peuuja za craBame Ha JreK Bo npoMer r,r noA pa3r[rrHr4r,r 3arrrrr{TeHu
ktMlar+la AocrarHl,r Ha Jrr,rHKor: https://lekovi.zdravstvo.gov.mk/drugsregister/overview

Ilonnrc ra npnjanyBarbe Ha HecaKaHu 4ejcrna

flpzj anynarbero Ha HecaxaHr,rre vpanr no go6rararse ua o4o6peHr,re 3a craBarbe
Ha JreKoT BO npoMeT e oA oroj uauuu ce o6es6egyBa KoHrtrHyr,rpaHo
cneAerLe Ha Kopr4cTa r{ac Ha JIeKor. 34pancrneuure pa6oruuqu

oA Jrer(or no HaqaonaJrHrror rIeHTap 3a
([aprraaronuruJraHrla npn A rIr,rHcKLr cpeAcrBa (yl.Cn.Kupzn n
Mero.qprj 6p.54 Kar 1)

http ://malmed. gov.mk/
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' ,{onoJrHrzreJrHo, cexoj couuex 3a HecaKaHo 4ejcrno oA JreKor Moxe Aa ro npnjanu're u 4o
Hocr,rreJror na o4o6penve ga craBalbe Ha JreK Bo npoMer.

Ta6ena Ha HocI,ITeIru Ha o4o6penuja 3a craBarse Ha JreK Bo flpoMer co oAroBopHrr Jr]rrla 3a

Q aprra aro o urlrJraHrla :

Hocnre.n na ogo6penne Ogronopuo Jrrrrle 3a

$apnrarcoruruJraHua

E-nourra Te.neSon

AJIKAnOI4I A,{ Cxonje Aqe Kyulanoncrr,r akuzmanovski@alkaloid.com.mk 071 377s57

KPKA OAPMA AOOEI
Cronje

Jacuuua ManqeBcKa
I{pHorpax

j asmina.mancevska crnokrak@krka.biz 070 323063

PEIImK OAPM AOOEI
Cronje Asrelasa 3ul,r6axosa angel ina.zimbakova@repl ek.mk

078 249819

JIEK - CKOruE JIer a.A.
Jby6rsaua Aooen Haraura Xnerosa natas a. zivkov a@sando z. com 071 34t682

CAHOBEJI HIATI CAHAJII
BE TI/trJAPET AHOHI4M
IIIIIPKET14,
flpermanuururno

Mapr.rja ,{ulrrxoncra

sanovel_sk@hotmail. com 078 35s191

PHOAM aoo Eunnuja Huroroscxa emil ij a.n@rifam. com. mk 078 326s20

3EHTIIBA ID(APMA
A.O.O.-
TtrETCTABHHIXTBO

AnexcaH4pa
Ilerpoacxa

Aleksandra.Petrovska@zentiva.com 075 464888

ATITY ATAMEAHKA
AOOEn Crouje Enn{ Ann elif . ali @atamedi ca.mk 071 249056

HOEEJI I4JIAI{ CAIIAJLTLI
BE TT4UAPET A.rrI.
flperctanuuurtno Cxonj e

Orruua Jla:apencra OIgica.LAZAREVSKA@nobel.com.m
k

070 204690

XEMOOAPM AA
$apu aqenrcxo -xeMr.rcKa

wuaycrpuja,
flpercrarHnrurno - Cronj e

Eunnrlja flejxoacra Emi lij a.pej kovska@hemofarn. com 071 367271

Ikaprr,taC Jlexonn gooen Beqra Jaftocra Vesna. Jakovska@pharmas.mk 071 376382

Bopl4 Me4uqr,rue }Ilau
Hataua Hanqoscxa

AoAon ffirB
075 400366
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uaHaJ r4uapeT

llft.rpxeru/ P.Typqlrj a-
flo.4pyxnnqa Cxouj e,P.

Maxegonr,rja

larunoc @apu IOO
I4nLIHAEH Vsana Cranpencra
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TAPAOAPMAOOEI
locrurap Keru Tauecra keti-tan eska@n"r,n)*&P

//
070 384712


